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Number
Evaluated
985
963
948
925
866

( 2.2%)

By Implant
Prevalence
49 ( 5.0%)

21
9( 0.9%)

2 ( 0.2%)
2 ( 0.2%)

49 ( 5.0%)
0.1
5 ( 0.5%)

0 ( 0.0%)
0 ( 0.0%)

Moderate Severity)
Incidence

464
435

Number
Evaluated
493
482
475

By Patient
Prevalence
29 ( 5.9%)
14 ( 2.9%)
6 ( 1.3%)
2 { 0.4%)
2 ( 0.5%)

( 0.2%)
3 ( 0.6%)
0 ( 0.0%)
0 ( 0.0%)

Incidence and Prevalence of Swelling (>

i

- AUGMENTATION
Incidence
29 ( 5.9%)

CORE STUDY
Table 1424
Time

4 Weeks

6 Months

1 Year

2 Years

3 Years
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CORE STUDY - AUGMENTATION CONFIDENTIAL

Table 158: Implant Rupture

Implants

Implant Rupture n %(N = 987)
No Rupture 977 99.0%
Rupture Suspected Through:

Explant 1 0.1%

MRI 6 0.6%

Reoperation 2 0.2%

Mammography 0 0.0%

Ultrasound o 0.0%

Physician Exam 1 0.1%

987 100.0%

Physician Exam -

" Symptom of Rupture n %S(N = 1)
Lump/Mass/Nodules 9] 0.0%
Implant Distortion 0 0.0%
Burning Sensation 0 0.0%
Softer Breast Texture 0 0.0%
Decreased Breast Size 4] 0.0%
Pain/Tenderness 1 100.0%
Motor Vehicle Accident 1 100.0%

2% 200.0%

* The sum of rupture symptoms listed may exceed the total
number of implants identified as ruptured by physician exam

because more than one symptom may be reported for the same
implant.
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CORE STUDY - AUGMENTATION CONFIDENTIAL

Table 159: Suspected Implant Ruptures

Implant Ruptures Identified

Suspected Implant Ruptures n %S(N = 10)

Confirmed Rupture by Explant 2 20.0%

False Report: Device Intact

Explant Indicated Non-Rupture 1 10.0%
Mammography* Indicated Non-Rupture 3 - 30.0%
Ultrasound* Indicated Non-Rupture 1 10.0%
MRI* Indicated Non-Rupture 0 0.0%
Unconfirmed Rupture Status 3 30.0%
10 100.0%

* Follow-up diagnostic test
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CORE STUDY - AUGMENTATION CONFIDENTIAL

Table 164: Number of Reoperations Per Patient

Patients (N = 494)

n %
No Reoperations 400 81.0%
At Least One Reoperation 94 19.0%
Total 494 100.0%
Breakdown of At Least One Reoperation n %S(N = 94 )
1 Reoperation 79 84.0%
2 Reoperations 12 12.8%
3 or More Reoperations 3 3.2%
Total 94 100.0%
Total Number of Reoperations 112*

Total number of reoperations is calculated as:
( 79 * 1 reoperation) + ( 12 * 2 reoperations) + ( 3 * 3
reoperations} = 112 reoperations.
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CORE STUDY - AUGMENTATION CONFIDENTIAL

Table 165: Intraoperative Complications During Reoperation

Reoperations
Intraoperative Complications n S(N =112)
Yes 0 0.0%
No 107 95.5%
Unknown* 5 4.5%
112 100.0%

* The implanting study physician did not perform the
reoperation for these patients. No information regarding
intraoperative complications was able to be obtained from
the non-study surgeons who performed these reoperations.
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CORE STUDY - AUGMENTATION

Table 166: Primary* Reason for Reoperation

Patient Reoperations

Reason n S(N = 112)
Device Malfunction - Rupture 1 0.9%
Infection 0 0.0%
Capsular Contracture 35 31.3%
Extrusion 1 0.9%
Necrosis 1 0.9%
Healing Related
Hematoma/Seroma 5 4.5%
Delayed Wound Healing 3 2.7%
Nipple Complications 1 0.9%
Pain 1 0.9%
Unsatisfactory Cosmetic Result
Breast Tissue Contour Deformity 0 0.0%
Malposition 18 16.1%
Wrinkling/Rippling 0 0.0%
Implant Palpability/Visibility 0 0.0%
Asymmetry 2 1.8%
Ptosis 15 13.4%
Scarring 10 8.9%
Injury - Iatrogenic or Traumatic 0 0.0%
Breast Cancer 1 0.9%
Need for Biopsy 10 8.9%
Patient Request
Style/Size Change 6 5.4%
Media Anxiety 2 1.8%
Other 0 0.0%
Total 112 100.0%

* Some reoperations were performed for multiple reasons;
only the primary reason is provided in the table.
In cases where multiple reasons for reoperation were
given, the primary reason was determined using a

hierarchy as defined by the listed ordering of reasons.
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Table 166A: Reasons for Reoperation

Procedures

Reason n %(N = 175)
Device Malfunction - Rupture 2 1.1%
Infection 0 0.0%
Capsular Contracture 52 29.7%
Extrusion 1 0.6%
Necrosis 1 0.6%
Healing Related

Hematoma/Seroma 5 2.9%

Delayed Wound Healing 5 2.9%

Nipple Complications 2 1.1%
Pain 1 0.6%
Unsatisfactory Cosmetic Result

Breast Tissue Contour Deformity 0 0.0%

Malposition 28 16.0%

Wrinkling/Rippling 0 0.0%

Implant Palpability/Visibility 0 0.0%

Asymmetry 5 2.9%

Ptosis 27 15.4%

Scarring 17 9.7%
Injury - Iatrogenic or Traumatic 0 0.0%
Breast Cancer 1 0.6%
Need for Biopsy 10 5.7%
Patient Request

Style/Size Change 13 7.4%

Media Anxiety 5 2.9%
Other 0 0.0%
Total 175 100.0%
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Table 167: Primary* Procedure Performed

Patient Reoperations

Procedure n %B(N = 112)

Implant Removal
Without Replacement 5 4
With Replacement** 27 24,

Capsule Procedure
Capsulotomy 1
Capsulorraphy
Capsulectomy

Wound Repair

Scar Revision 1

Reposition Implant

Flap Procedure

Pocket Revision

Surgical Exploration of Breast Area or Implant

Aspiration of Hematoma/Seroma

Mastopexy 1

Breast Reduction

Liposuction

Removal of Excess Tissue/Lesion/Cyst

Mastectomy

Revision of Nipple Reconstruction/Tattoo

Biopsy

Other
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Total ‘ 112 100.

o
o°

Some reoperations involved multiple procedures. Only the primary
procedure is provided in the table. In cases where multiple
procedures were performed, the primary procedure was determined

using a hierarchy as defined by the listed ordering of
procedures. :

** Includes 1 patient who had delayed replacement. This patient had

a device removal without replacement in 3/99, and then had a new
device placed in 9/99.

Attachment 2 ' 4o



Inamed Corporation
PMA P020056
McGhan Silicone-Filled Breast Implants

CORE STUDY - AUGMENTATION CONFIDENTIAL

Table 167 (cont.): Primary* Procedure Performed

Other Procedure Specified (N = 1)

Reop
Seq#  Other Procedure Specified

001 SUTURE REMOVAL
001 SUTURE REMOVAL

G024
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Table 169: Number of Procedures Performed Per Reoperation

Reoperations
Number of Procedures n B(N = 112)
1 41 36.6%
2 43 38.4%
3 3 2.7%
4 18 16.1%
5 2 1.8%
6 5 4.5%
Total 112 100.0%
Total Number of Procedures 248*

* Total number of procedures is calculated as:

(.41 * 1 procedure) +
+ (18 * 4 procedures)
+ ( 5 * 6 procedures)

Attachment 2
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43 * 2 procedures) + ( 3 * 3 procedures)

{ 2 * 5 procedures)
248 procedures.
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Table 170: Type of Procedure Performed During Reoperation
Procedures

Type of Procedure n %(N = 248)
Implant Removal

Without Replacement 9 3.6%

With Replacement 51 20.6%
Capsule Procedure

Capsulotomy 47 19.0%

Capsulorraphy 4 1.6%

Capsulectomy 28 11.3%
Wound Repair 2 0.8%
Scar Revision 21 8.5%
Reposition Implant 14 5.6%
Flap Procedure . 0 0.0%
Pocket Revision 5 2.0%
Surgical Exploration of Breast Area or Implant 2 0.8%
Aspiration of Hematoma/Seroma 5 2.0%
Mastopexy 42 16.9%
Breast Reduction 0 0.0%
Liposuction 0 0.0%
Removal of Excess Tissue/Lesion/Cyst 1 0.4%
Mastectomy 1 0.4%
Revision of Nipple Reconstruction/Tattoo 3 1.2%
Biopsy 11 4.45%
Other 2 0.8%
Total 248 100.0%
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Table 170 (cont.): Primary* Procedure Performed
Other Procedure Specified (N = 2)

Procedure

Seq# Other Procedure Specified

001 SUTURE REMOVAL

002 SUTURE REMOVAL

GQo217
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Table 174: Primary* Reason for Implant Replacement/Removal

Implant Removals

Reason n %(N = 58)
Device Malfunction - Rupture 2 3.5%
Infection 0 0.0%
Capsular Contracture 25 43.1%
Extrusion 1 1.7%
Necrosis 0 0.0%
Healing Related

Hematoma/Seroma 0 0.0%

Delayed Wound Healing 0 0.0%

Nipple Complications 0 0.0%
Pain 0 0.0%

Unsatisfactory Cosmetic Result

Breast Tissue Contour Deformity 0 0.0%
Malposition 6 10.3%
Wrinkling 0 0.0%
Implant Palpability/Visibility 0 0.0%
Asymmetry ) 3 5.2%
Ptosis 2 3.5%
Scarring 0 0.0%
Injury - Iatrogenic or Traumatic 0 0.0%
Breast Cancer 1 1.7%
Need for Biopsy 0 0.0%
Patient Request
Style/Size Change 13 22.45%
Media Anxiety 5 8.6%
Other o 0.0%
Total 58 100.0%

* Some implant replacements/removals were performed for
multiple reasons. Only the primary reason is provided
in the table. 1In cases where multiple reasons were
given, the primary reason was determined using a
hierarchy as defined by the listed ordering of reasons.
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Table 176: Distribution of Type of Replacement Implant

By Implant
Type of Replacement Implant n %S(N = 51)
McGhan Study Device 39 76.5%
McGhan Non-Study Device 4 7.8%
Non-McGhan Medical Device 6 11.8%
Unknown Device Type* 2 3.9%
Total 51 100.0%

* The implanting study physician did not perform the implant
replacement/removal procedure for these patients. No
information regarding type of replacement implant was able
to be obtained from the non- study surgeons who performed
these implant replacement/removal procedures.
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Table 177: McGhan Replacement Implant Size vs. Primary Implant

By Implant
Size Change n %S(N = 39)
Increase in Size 27 69.2%
No Change in Size 6 15.4%
Decrease in Size 6 15.4%
Total 39 100.0%
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Table 181: Pre-Implant Reproduction Problems

Patients

Reproduction Problems n %(N = 494)
No Reproduction Problem 413 83.6%
Reproduction Problem 81 16.4%
494 100.0%

Type Of Reproduction Problems n %S(N = 81)
Infertility 20 24.7%
Spontaneous Abortion (Miscarriage) 51 63.0%
Planned Abortion to Treat a Medical Problem ] 11.1%
Ectopic Pregnancy 9 11.1%
Stillbirth 0 0.0%
Other 5 6.2%
94* 116.0%

* The sum of reproduction problems listed may exceed the total
number of patients with reproduction problems because a
patient may have had more than one reproduction problem..
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Table 181 (cont.): Pre-Implant Reproduction Problems

Other Reproduction Problem Specified (N = 5)

Pt
Seq#

Other Reproduction Problem Specified

001
002
003
004
005

CERVICAL LIGATION PLACENTIA PREVIA
HSYTERECTOMY DONE FOR UNKNOWN REASONS
HYSTERECTOMY DONE FOR UNKNOWN REASONS
ENDOMETRIOSIS

HYSTERECTOMY DONE FOR UNKNOWN REASONS
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Table 182: Post-Implant Reproduction Problems Through 3 Years

Patients

Reproduction Problems n %S(N = 494)
No Reproduction Problem 486 98.4%
Reproduction Problem 8 1.6%
494 100.0%

Type Of Reproduction Problems n %B(N = 8)
Infertility i 0 0.0%
Spontaneous Abortion (Miscarriage) 7 87.5%
Planned Abortion to Treat a Medical Problem 0 0.0%
Ectopic Pregnancy 1 12.5%
Stillbirth 0 0.0%
Other 1 12.5%
9*  112.5%

* The sum of reproduction problems listed may exceed the total
number of patients with reproduction problems because a
patient may have had more than one reproduction problen.
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CORE STUDY - AUGMENTATION

Table 182 (cont.): Post-Implant Reproduction Problems Through 3 Years

Other Reproduction Problem Specified (N =1)

Pt
Seq# Other Reproduction Problem Specified

001 ENDOMETRIOSIS
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CORE STUDY - AUGMENTATION
Table 183: Pre-Implantation Lactation Problems
Patients
Lactation Problems n S(N = 494)
No Lactation Problem 452 91.5%
Lactation Problem. 42 8.5%
494* 100.0%
Type Of Lactation Problem n %S(N = 42)
Mastitis Not Requiring Treatment 6 14.3%
Mastitis Requiring Treatment 16 38.1%
Inadequate Milk Production 19 45.2%
Excess Milk Production 4 9.5%
Pain 5 11.9%
Other 2 4.8%
52*=* 123.8%
* 276 patients attempted to breastfeed.
** The sum of lactation problems listed may exceed the total
number of patients with lactation problems because
a patient may have had more than one lactation problem.
Attachment 2 GG
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Table 183 (cont.): Pre-Implant Lactation Problems

Other Lactation Problem Specified (N = 2)

Pt
Seq#  Other Lactation Problem Specified

001 CHOLIC
002 CLOGGED MILK DUCT

CG0234
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Table 184: Post-Implant Lactation Problems Through 3 Years

Patients

Lactation Problems n %S{N = 494)
No Lactation Problem 489 99.0%
Lactation Problem 5 1.0%
494> 100.0%

Type Of Lactation Problem n (N = 5)
Mastitis Not Requiring Treatment 1 20.0%
Mastitis Requiring Treatment 2 40.0%
Inadequate Milk Production 4 80.0%
Excess Milk Production 1 20.0%
Pain 1 20.0%
Other 1 20.0%
10** 200.0%

*

32 patients attempted to breastfeed.
** The sum of lactation problems listed may exceed the total

number of patients with lactation problems because
a patient may have had more than one lactation problem.
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Table 184 (cont.): Post-Implant Lactation Problems Through 3 Years

Other Lactation Problem Specified (N=1)

Pt
Seq# Other Lactation Problem Specified

001 DECREASE VOLUME MILK (STILL ADEQUATE)
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Table 185: Pre-Implant Breast Disease
Patients
Breast Disease n %(N = 494)
No Breast Disease 464 93.9%
Breast Disease 30 6.1%
4—94 100.0%
Type Of Breast Disease n %S(N =" 30)
Benign Disease 29 96.7%
Unknown Breast Disease* 1 3.3%
_3(; 100.0%

This patient’s pre-operative mammogram indicated a cyst,

most likely benign. The patient’s physician recommended a
follow-up mammogram in 6 months to confirm the benign
finding; this patient did not obtain a follow-up mammogram.
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Table 186: Post-Implant Breast Disease Through 3 Years

Patients

Breast Disease n %{(N = 494)

No Breast Disease 462 93.5%

Breast Disease 32 6.5%

494 100.0%

Type of Breast Disease n S(N = 32)

Confirmed Malignant Disease 1 3.1%

; Benign Disease 29 90.6%
Y Unknown Breast Disease* 2 6.3%
32 100.0%

*

One patient had a breast lump noted during her 1 year
follow-up exam and was referred for a mammogram; the patient
has not yet had the recommended diagnostic mammogram.

One patient reported a breast lump during her 3-year
follow-up exam and was referred to another physician for
follow-up; the patient is due to return for her first

follow-up appointment since the referral in May or June
this year.
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Table 187: Pre-Implant Mammogram Result
Patients
Mammogram Results n %(N = 494)
No Pre-Implant Mammogram 309 62.6%
Pre-Implant Mammogram
Normal Mammogram 180 36.4%
Abnormal Mammogram 5 1.0%
494 100.0%
Disposition Of Patients With
Abnormal Mammogram Results n %B(N = 5)
Benign Disease 4 80.0%
Unknown Breast Disease* 1 20.0%
s 100.0%

*

This patient’s pre-operative mammogram indicated a cyst,

most likely benign. The patient’s physician recommended a
follow-up mammogram in 6 months to confirm the benign
finding; this patient did not obtain a follow-up mammogram.
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Table 188: Post-Implant Mammogram Result Through 3 Years
Patients
Mammogram Results n %(N = 494)
No Post-Implant Mammogram 343 69.4%
Post-Implant Mammogram
Normal Mammogram 139 28.1%
Abnormal Mammogram 12 2.4%
ZEX 100.0%
Disposition of Patients With
Abnormal Mammogram Results n S(N = 12)
e No Breast Disease 1 8.3%
Benign Disease 11 91.7%
12 100.0%
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Table 189: Pre-Implant Connective Tissue/Autoimmune Disease {CTD)

Patients
CTD n %S(N = 494)
No CTD 484 100.0%
CTD
Confirmed CTD 0 0.0%
Unconfirmed CTD 0 0.0%
Total 494 100.0%

00024
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Table 190: Post-Implant Connective Tissue/Autoimmune Disease
(CTD) Through 3 Years

Patients
CcTD n %(N = 494)
No CTD 493 99.8%
CTD
Confirmed CTD 1 0.2%
Unconfirmed CTD 0 0.0%
Total 494 100. 0%
Confirmed CTD Specified (N = 1)
# of Months

Between Implant

Pt Surgery and
Seg# CTD Specified Onset
001 Rheumatoid Arthritis 11

CGoRe2
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Appendix D: List of Complications Occurring Beyond 2 Years (730 Days)

Post-Implant

# of Post 2-Year Occurrences

Patients Implants
Complication (N = 16) (N = 24)
Asymmetry
Breast Pain
Bruising

Capsule Calcification
Capsular Contracture
Delayed Wound Healing
Fluid Accumulation
Hematoma

Hypertrophic Scarring
Implant Extrusion
Implant Malposition
Implant Palpability
Implant Visibility
Infection

Irritation

Loss of Nipple Sensation
Loss of Skin Sensation
Lymphadenopathy
Lymphedema

Nipple Hypersensitivity
Nipple Paresthesia

Other Abnormal Scarring
Other Nipple Related Observation

OO 0O Q0000 OO MO+ 0O0O0+LOCOO N~
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Appendix D (cont.): List of Complications Occurring Beyond 2 Years
(730 Days) Post-Implant

Complication

# of Post 2-Year Occurrences

Patients

(N = 16)

Implants

(N = 24)

Pneumothorax

Ptosis

Redness

Seroma

Skin Hypersensitivity
Skin Paresthesia

Skin Rash

Swelling

Tissue or Skin Necrosis
Wrinkling/Rippling
Other Complications

-4 2+ OO0 0 O 0O = NO

N = 000000 = Wwo
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Appendix G: 3-Year Complication Rates for Augmentation Patients in Core Study and
1995 Saline Study

Core 3-Year Risk A95 3-Year Risk
Complication By Patient By Patient
Swelling 23.3% (19.5%, 27.0%) | N/A
Reoperation 20.6% (16.8%, 24.4%) | 21.1% (18.4%, 23.8%)
Bruising 9.3% (6.7%, 11.9%) N/A
Capsular Contracture 8.3% (5.8%, 10.9%) 8.7% (6.8%, 10.6%)
Hypertrophic/Abnormal Scarring 8.1% (5.7%, 10.6%) 6.4% (4.8%, 8.0%)
Implant Replacement/Removal 7.2% (4.7%, 9.7%) 7.6% (5.8%, 9.4%)
Breast Pain 6.2% (4.0%, 8.4%) 15.6% (13.2%, 17.9%)
Ptosis 3.3% (1.7%, 5.0%) N/A
Skin Rash 3.1% (1.6%, 4.6%) 1.6%  (0.8%, 2.4%)
Implant Malposition 3.1% (1.5%, 4.8%) 8.2% (6.3%, 10.0%)
Loss of Nipple Sensation 3.1% (1.6%, 4.7%) 8.4% (6.5%, 10.2%)
Asymmetry 2.8% (1.3%, 4.4%) 10.1%  (8.1%, 12.1%)
Other Nipple Related Observation 2.8% (1.3%, 4.2%) N/A

Seroma/Fluid Accumulation

(1.3%, 4.1%) 2.6% (1.6%, 3.7%)

Redness

\l
2\2 of

(1.1%, 4.1%) N/A

Implant. Rupture/Deflation

N
o°

(0.1%, 2.2%) 5.0% (3.5%, 6.4%)

Loss of Skin Sensation

.2% (0.3%, 2.2%) N/A

Delayed Wound Healing 1% (0.1%, 2.1%) 0.7% (0.1%, 1.2%)
Infection 0% (0.1%, 1.9%) 0.7% (0.1%, 1.2%)
Hematoma 0% (0.1%, 1.9%) 1.6% (0.7%, 2.4%)
Wrinkling/Rippling 7% (0.0%, 1.6%) 10.5% (8.4%, 12.6%)
Implant Palpability/Visibility 6% (0.0%, 1.3%) 9.2% (7.2%, 11.1%)
Lymphadenopathy .4 (0.0%, 1.0%) 0.5% (0.0%, 1.0%)

4

Nipple Hypersensitivity (0.0%, 1.0%) N/A

o°| of} o

Nipple Paresthesia

(0.0%, 1.0%) 9.3% (7.4%, 11.2%)
Skin Paresthesia -4%  (0.0%, 1.0%) 7.2% (5.5%, 9.0%)
Other Complications -2% (0.0%, 0.6%) 2.3% (1.3%, 3.3%)
Implant Extrusion 2% (0.0%, 0.6%) 0.1%  (0.0%, 0.4%)
Capsule Calcification -2% (0.0%, 0.7%) 1.2% (0.4%, 1.9%)
Tissue or Skin Necrosis -2% (0.0%, 0.6%) 0.7% (0.1%, 1.2%)
Lymphedena 2% (0.0%, 0.6%) N/A
Irritation .0% -- 2.9% {1.8%, 4.0%)
Pneumothorax 0% -- 0.1% (0.0%, 0.3%)

OOOOOOOOOOOOOOT‘:‘.-‘-*:*E\JM.
Pl . « :l;

Skin Hypersensitivity

o
o°
1

N/A
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Appendix H1: Summary of Complications Following
Primary Implant Removal With Replacement

# of Occurrences

_ Patients Implants
Complication (N= 4) (N = 5)
Asymmetry* 1 2
Breast Pain* 2 3
Breast Ptosis** 0 0
Bruising** 0 0
Capsular Contracture* 1 2
Capsule Calcification* 1 2
Delayed Wound Healing* 0 1]
Fluid Accumulation** 0 0
Hematoma** 0 0
Hypertrophic Scarring** 0 0
Implant Extrusion** 1 1
Implant Malposition* 0 0
Implant Palpability* 0 0
Implant Visibility* 0 0
Infection** 0 0
Irritation* 0 ‘0
Loss of Nipple Sensation* 0 0
Loss of Skin Sensation* 0 0
Lymphadenopathy** 1 1
Lymphedema** 0 0
Nipple Hypersensitivity* 0 0
Nipple Paresthesia* o 0
Other Abnormal Scarring** 1 1
Other Nipple Related Observation** 0 0
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Appendix H1 (cont.): Summary of Complications Following
Primary Implant Removal With Replacement

# of Occurrences

_ Patients Implants
Complication (N= 4) (N = 5)
Pneumothorax** 0 0
Redness** 0 0
Seroma** (0} 0
Skin Hypersensitivity* 0 0
Skin Paresthesia* 0 0
Skin Rash** 0 0
Swelling** 1 1
Tissue/Skin Necrosis** 0 0
Wrinkling/Rippling* 0 0
Other Complications** 0 0
Seroma/Fluid Accumulation** 0 0
Implant Palpability/Visibility* 0 0
Hypertrophic/Other Abnormal

Scarring** 1 1
Nipple Hypersensitivity/Paresthesia/

Loss of Nipple Sensation* 0} 0
Skin Hypersensitivity/Paresthesia/

Loss of Skin Sensation* 0 0

* >= Moderate Severity
** All Severity Levels.
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Appendix H1 (cont.): Summary of Complications Following
Primary Implant Removal With Replacement

Detailed Listing of Occurrence/Report of All Complications Following
Implant Replacement Among Augmentation Patients

CONFIDENTIAL

Abnormal Scarring

L Asymmetry 08/12/1999 | 08/20/2002| 12/17/2002
R Asymmetry 08/12/1999| 08/20/2002] 12/17/2002
R Breast Pain 11/18/1999 | 11/02/2001 11/20/2001
L Breast Pain 08/12/1999 | 09/18/2000|  09/26/2000
R Breast Pain 08/12/1999 | 09/18/2000|  09/26/2000
L Capsular Contracture 08/12/1999 | 08/20/2002 12/17/2002
R Capsular Contracture 08/12/1999 § 08/20/2002 12/17/2002
L Capsule Calcification 08/12/1999 | 08/24/2000

R Capsule Calcification 08/12/1999 | 08/24/2000

L Implant Extrusion 02/11/19991 09/01/1999|  10/18/1999
L Lymphadenopathy 05/01/1999 | 08/30/2000

L Other Abnormal Scarring 02/1171999 | 06/15/1999|  06/28/1999
L Swelling 08/12/1999{ 01/25/2000{ 02/04/2000
L Hypertrophic : Other 02/11/1999 | 06/15/1999|  06/28/1999
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